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Clinical evaluations of medical devices: principles and 
case studies 
Karen Becker Witkin; Totowa, NJ; 1998; Humana 
Press; 271 pages; $124.50. 
"If something's worth doing, it's worth doing right." 
This book attempts to assist in that endeavor by providing 
some good basic guidelines in the realm of clinical trials 
and device testing. If clinical study design is not chosen 
carefully or the inappropriate path is embarked upon with-
out forethought, the consequences could be disastrous 
down the road, resulting in significant losses of time and 
money. The steps one should take to successfully negoti-
ate the route through development of appropriate clinical 
trials are presented. 
For clarity, the author divided the book into two parts: 
the first section outlines the principles involved with design-
ing clinical trials, and the second provides examples of actu-
al clinical case studies. Individual chapters are written by rec-
ognized leaders in their field and represent a cross-section of 
career regulatory individuals from industry, private practice, 
and the Food and Drug Administration. These contributors 
succinctly delineate the processes involved in evaluating 
which study designs might be most applicable for given 
medical device testing situations. The information also 
highlights the need for forethought and consideration to 
marketing and potential clinical outcomes. These parame-
ters, and the mandated regulatory requirements imposed 
for device development, will impact clinical study construc-
tion. If properly considered, the study will be designed to 
render the most beneficial result for product acceptance. 
In part I of this book, the author tasked the contribut-
ing authors to explain the processes involved with creating 
clinical trials. These chapters provide basic definitions and 
regulatory requirements relating to this subject, and the 
detailed information is presented in an easily readable outline 
format. This generalized overview should be most instruc-
tive to any researcher, corporate research or sales and mar-
keting group, inventor, entrepreneur, or any other individu-
als embroiled in the arena of medical device development. 
By way of illustration, the author follows in part II 
with eight chapters devoted to reviewing clinical case stud-
ies. These selected case examples are well done and point 
out how various regulatory approaches can either help or 
hinder the process of obtaining valid clinical information. 
Readers may extrapolate information from these actual 
clinical examples to provide workable solutions or, in some 
cases, warnings to avoid errors made in conducting trials. 
These real-life scenarios should assist readers in establish-
ing their own standards for clinical evaluations in similar 
situations and, in some instances, in coping with similar 
untoward events in their own experience. 
Although valuable for the novice medical device affi-
cionado, even seasoned veterans in the medical device 
development arena might benefit from these examples. By 
dissecting the event, knowledgeable decisions can be made 
to either avoid mistakes in design or to mimic those 
worthwhile clinical study constructions to effect a smooth 
transition through the regulatory route to a successful 
conclusion. Of note are the sections of the book that relate 
to trials relative to prospective randomization. These 
chapters and case examples are particularly pertinent and 
further document that such studies, when appropriately 
applied, will often give misleading results or simply reaf-
firm the results of observational studies. 
From the standpoint of a physician inventor, 
researcher, and founder of several device companies, I feel 
this work is excellent reading and timely in its presenta-
tion. As the regulations change over the years, the book 
will need to be updated to include the most current sig-
nificant information. However, I think the basic knowl-
edge it imparts in its present form is an ideal guide for 
physicians or for others interested in medical technology 
and its application to clinical practice. It is especially 
important for physicians to understand how technology 
gets to the marketplace, particularly because it is such a 
rapidly evolving field. 
Thomas Fogarty, MD 
Portola Valley, Calif 
Endoluminal ultrasound: vascular and nonvascular 
applications 
Ji-Ben Liu, Barry Goldberg; St Louis; 1998; Mosby; 
353 pages; $150.00. 
The authors have accomplished their goal as stated in 
the preface to cover all aspects of endoluminal ultrasound 
imaging, including historical development, physical princi-
ples, technical considerations and instrumentation, and its 
clinical applications in the cardiovascular, genitourinary, 
gastrointestinal, tracheobronchial, and reproductive organs. 
In addition, selected specialty applications, including endo-
scopic, laparoscopic, and transvaginal sonohistography, are 
addressed. A review of evolving three-dimensional recon-
struction ultrasound technologies are also included. 
The subtitle for the text correctly reflects the orienta-
tion of the book as it differentiates between vascular and 
nonvascular applications of intraluminal ultrasound. The 
vascular section of the text is larger than other chapters in 
the book, although the review of other applications is 
inclusive of all aspects of current clinical use and describes 
areas of future potential. A major asset of the book is that 
it is extensively illustrated with high-quality intraluminal 
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